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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communication(s) filed on 20 September 2004 . 
2a)E2 This action is FINAL. 2b)Q This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 0 Claim(s) 1.3.4.11 and 18 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) I3 Claim(s) 1_ is/are allowed. 

6) 13 Claimfe) 3, 4. 11. 18 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D ( Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 

* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claims 1, 3, 4, 1 1 and 18 are pending in this application. Claims 2, 5-10 and 12-17 have 
been canceled. 

Applicant's arguments filed 9/20/04 have been fully considered but they are not 
persuasive. Any rejection not repeated below has been withdrawn. 

Rejections Maintained 

Claims 3, 4, 1 1 remain rejected, and new claim 18 is rejected under 35 U.S.C. 1 12, 
second paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. To the extent this rejection is newly 
applied it is necessitated by Applicant 's amendments. 

In claim 4, the term " a host cell" should be amended to "an isolated host cell" to be 
commensurate with the disclosure of the specification. It appears this rejection was overlooked 
in the previous response. 

In new claim 18, the metes and bounds of the claim are unclear, (claims 3 and 1 1 are 
included for their newly recited dependence on claim 18) Applicant recites Markush type 
language (selected from the group consisting of), but only offers one choice (sequences having 
90% identity. . . wherein..). It would appear the Markush type language could be deleted. 
Further, the term "highly stringent conditions" is not clearly defined by the claim or the 
specification as to what in entails, and how it further modifies the percentage identity limitation. 
Finally the limitation "for use in the detection of breast cancer" is an intended use limitation that 
does not limit the genus of polynucleotides encompassed by the claims. 

Claims 3, 4, 1 1 remain rejected and new claim 18 is rejected under 35 U.S.C. 1 12, first 
paragraph, as containing subject matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. This is a written description 
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rejection. To the extent this rejection is newly applied it is necessitated by Applicant 's 
amendments. 

The examiner has fully considered Applicant's arguments and amendments. New claim 
18 is drawn to a genus of polynucleotides which have 90% identity to SEQ ID NO: 343, and 
which specifically hybridize under highly stringent conditions to SEQ ID NO: 343. The 
specification fails to provide basis for this genus of polynucleotides. Claims 3, 4 and 1 1 are 
included for their newly amended dependence to claim 18. 

The specification discloses SEQ ID NO: 343 which corresponds to the splice variants of 
the gene coding for the Breast Cancer specific antigen B305D also referred to in the specification 
as D305D. Claims limited to the particular disclosed sequences related to this antigen, including 
SEQ ID NO: 343 would meet the written description provisions of 35 USC 1 12, first paragraph. 

Claim 18 does not combine structure or partial structure with functional elements in the 
claim such that one of skill in the art would be led to understand what falls within the claimed 
genus of polynucleotides. See MPEP 2163. "An applicant may also show that an invention is 
complete by disclosure of sufficiently detailed, relevant identifying characteristics which provide 
evidence that applicant was in possession of the claimed invention, i.e., complete or partial 
structure, other physical and/or chemical properties, functional characteristics when coupled with 
a known or disclosed correlation between function and structure, or some combination of such 
Characteristics. > Enzo Biochem, 323 F.3d at 964, 63 USPQ2d at 1613 < For example, the 
presence of a restriction enzyme map of a gene may be relevant to a statement that the gene has 
been isolated. One skilled in the art may be able to determine whether the gene disclosed is the 
same as or different from a gene isolated by another by comparing the restriction enzyme maps. 
In contrast, evidence that the gene could be digested with a nuclease would not normally 
represent a relevant characteristic since any gene would be digested with a nuclease. Similarly, 
isolation of an mRNA and its expression to produce the protein of interest is strong evidence of 
possession of an mRNA for the protein. .. A definition by function alone "does not suffice" to 
sufficiently describe a coding sequence "because it is only an indication of what the gene does, 
rather than what it is." Eli Lilly, 1 19 F.3 at 1568, 43 USPQ2d at 1406. See also Fiers, 984 F.2d at 
1169-71, 25 USPQ2d at 1605-06 (discussing Amgen Inc. v. Chugai Pharmaceutical Co., 927 
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F.2d 1200, 18USPQ2d 1016 (Fed. Cir. 1991)). >An adequate written description of a chemical 
invention also requires a precise definition, such as by structure, formula, chemical name, or 
physical properties, and not merely a wish or plan for obtaining the chemical invention claimed. 
See, e.g., Univ. of Rochester v. GD. Searle & Co., 358 F.3d 916, 927, 69 USPQ2d 1886, 1894- 
95 (Fed. Cir. 2004) . . . The written description requirement for a claimed genus may be satisfied 
through sufficient description of a representative number of species by actual reduction to 
practice (see i)(A), above), reduction to drawings (see i)(B), above), or by disclosure of relevant, 
Identifying characteristics, i.e., structure or other physical and/or chemical properties, by 
functional characteristics coupled with a known or disclosed correlation between function 
and structure, or by a combination of such identifying characteristics, sufficient to show the 
applicant was in possession of the claimed genus (see i)(C), above). See Eli Lilly, 1 19 F.3d at 
1568, 43 USPQ2d at 1406... A "representative number of species" means that the species which 
are adequately described are representative of the entire genus. Thus, when there is substantial 
variation within the genus, one must describe a sufficient variety of species to reflect the 
variation within the genus. >The disclosure of only one species encompassed within a genus 
adequately describes a claim directed to that genus only if the disclosure "indicates that 
the patentee has invented species sufficient to constitute the gen[us]." See Enzo Biochem, 323 
F.3d at 966, 63 USPQ2d at 1615; Noelle v. Lederman, 355 F.3d 1343, 1350, 69 USPQ2d 1508, 
1514 (Fed. Cir. 2004) (Fed. Cir. 2004)("[A] patentee of a biotechnological invention cannot 
necessarily claim a genus after only describing a limited number of species because there may be 
unpredictability in the results obtained from species other than those specifically enumerated."). 
"A patentee will not be deemed to have invented species sufficient to constitute the genus by 
virtue of having disclosed a single species when ... the evidence indicates ordinary artisans could 
not predict the operability in the invention of any species other than the one disclosed." In re 
Curtis, 354 F.3d 1347, 1358, 69 USPQ2d 1274, 1282 (Fed. Cir. 2004)(Claims directed to PTFE 
dental floss with a friction-enhancing coating were not supported by a disclosure of a 
microcrystalline wax coating where there was no evidence in the disclosure or anywhere else in 
the record showing applicant conveyed that any other coating was suitable for a PTFE dental 
floss.)< On the other hand, there may be situations where one species adequately supports a 
genus. See, e.g., Rasmussen, 650 F.2d at 1214, 211 USPQ at 326-27 (disclosure of a single 
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method of adheringly applying one layer to another was sufficient to support a generic claim to 
"adheringly applying" because one skilled in the art reading the specification would understand 
that it is unimportant how the layers are adhered, so long as they are adhered); In re Herschler, 
591 R2d 693, 697, 200 USPQ 71 1, 714 (CCPA 1979) (disclosure of corticosteroid in DMSO 
sufficient to support claims drawn to a method of using a mixture of a "physiologically active 
steroid" and DMSO because "use of known chemical compounds in a manner auxiliary to the 
invention must have a corresponding written description only so specific as to lead one having 
ordinary skill in the art to that class of compounds. Occasionally, a functional recitation of those 
known compounds in the specification may be sufficient as that description."); In re Smythe, 480 
F.2d 1376, 1383, 178 USPQ 279, 285 (CCPA 1973) (the phrase "air or other gas which is inert to 
the liquid" was sufficient to support a claim to "inert fluid media" because the description of the 
properties and functions of the air or other gas segmentizing medium would suggest to a person 
skilled in the art that appellant's invention includes the use of "inert fluid" broadly.). However, in 
Tronzo v. Biomet, 156 F.3d at 1 159, 47 USPQ2d atl833 (Fed. Cir. 1998), the disclosure of 
a species in the parent application did not suffice to provide written description support for the 
genus in the child application. What constitutes a "representative number" is an inverse function 
of the skill and knowledge in the art. Satisfactory disclosure of a "representative number" 
depends on whether one of skill in the art would recognize that the applicant was in possession 
of the necessary common attributes or features of the elements possessed by the members of the 
genus in view of the species disclosed. For inventions in an unpredictable art, adequate written 
description of a genus which embraces widely variant species cannot be achieved by disclosing 
only one species within the genus. See, e.g., Eli Lilly. Description of a representative number of 
species does not require the description to be of such specificity that it would provide individual 
support for each species that the genus embraces. For example, in the molecular biology arts, if 
an applicant disclosed an amino acid sequence, it would be unnecessary to provide an 
explicit disclosure of nucleic acid sequences that encoded the amino acid sequence. Since 
the genetic code is widely known, a disclosure of an amino acid sequence would provide 
sufficient information such that one would accept that an applicant was in possession of the 
full genus of nucleic acids encoding a given amino acid sequence, but not necessarily any 



Application/Control Number: 1 0/079, 1 3 7 
Art Unit: 1631 



Page 6 



particular species. Cfi In re Bell, 991 F.2d 781, 785, 26 USPQ2d 1529, 1532 (Fed. Cir. 1993) and 
In re Baird, 16 F.3d 380, 382, 29 USPQ2d 1550, 1552 (Fed. Cir. 1994). If a representative 
number of adequately described species are not disclosed for a genus, the claim to that genus 
must be rejected as lacking adequate written description under 35 U.S.C. 112, para. 1." 

Conclusion 

Claim 1 is allowed. 

Claims 3, 4 and 1 1 would be allowable if rewritten to depend only from claim 1. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mary K Zeman whose telephone number is (571) 272 0723 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael P Woodward can be reached on (571) 272 0722. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
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document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786- 

9199. 




